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□ Responsive to comnaunication(s) filed on 

□ This action is FINAL 

□ Since this application is in condition for allowance except for formal nnatters. prosecution as to the merits is closed 
in accordance with the practice under Ex parte Qu^^d35 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 1_ month(s), or thirty days, whichever is 

longer, fronn the nnailing date of this communication. Failure to respond within the period for response wilt cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claim 

H Claim(s) 1-41 



. is/are pending in the applicat 



Of the above, claim(s) 

□ Clalm{s) 

□ Claim(s) 

□ Claim(s) 

® Claims ^41 



. is/are withdrawn from consideration 

is/are allowed. 

is/are rejected. 

is/are objected to. 



. are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is □ approved (lijisapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d). 

□ All CJome* [N]one of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
*Certified copies not received: 



® Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attachment(s) 

□ Notice of References Cited, PTO-892 

□ Information Disclosure Statement(s), PTO-1449. Paper No(s). 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application. PTO-152 
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DETAILED ACTION 

Please Note: In an effort to enhance communication with our customers and reduce 
ReauirpSnlT'A h'h'' 1^2'' '"""L"^ a Fax Response Pilot for Written Restriction 

number is 703-308-4315. A Fax cover sheet is attached to this Office Action for your 
convenience. We encourage your participation in this Pilot Program. If you have anv 
questions or suggestions, please contact Paula Hutzell, Supervisory Patent Examiner at 
paula.hutzell@uspto.gov or 703-308-431 0. Thank you in advance f^r aHolg us to^ 
enhance our customer service. Please limit the use of this dedicated Fax number to 
responses to Written Restrictions. 

1 . Restriction to one of the following inventions is required under 35 CFR1 21 : 

Group I, claims 1-6, drawn to a method for inhibiting LCP associated 
complement activation in vitro, classified in class 435, subclass 7.1, 

Group II, claims 1, 2 and 7, drawn to a screening assay for inhibiting LCP 
associated complement activation, classified in class 435, 7.1 

Group III, claims 1, 8-17, drawn to a method for inhibiting LCP associated 
complement activation comprising administration of an MBL inhibitor, classified in class 
4^4, subclass 184.1, 

Group IV, claims 18- 35, drawn to a composition comprising an MBL inhibitor 
and a hybndoma cell line, classified in class 424, subclass 137 1 and class 514 ' 
subclass 2, and class 435, subclass 329, or 

Group V, claims 36-41 , drawn to a method for screening a cell for susceptibility 
to treatment with an MBL inhibitor, classified in class 435, subclass 7.2. 

It is noted that Claim 1 will be examined only to the extent of the elected subject 
matter within the elected group, and that group I will be examined only with respect to 
Its in vitro embodiments. k 



2. Group IV and Groups l-lll are related as a product and process of use The 
inventions can be shown to be distinct if either or both of the following can be shown- 
(1 ) the process for using the product as claimed can be practiced with another 
matenally different product or (2) the product as claimed can be used in a materially 
different process of using that product (M.P.E.P. 806.05(h)). In the instant case the 
composition comprising an MBL inhibitor can be used as an antigen in a method to 
make antibodies. 

3^ Groups l-lll and V are unique methods. The methods of Groups I and III and 
the methods of Groups II and V differ with respect to their endpoints because groups 
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hmhrnl iTpT f s^ys ^hile groups I and ill encompass methods of 

inhibiting LCP associated complement activation. The methods of Groups II and V 
.tll ffTf ^"?P°'"*f' ^'"^^ ^^'d method of group II screens for inhibition of LCP 
associated complement activation, while the method of Group V screens for 
susceptibility of a cell for susceptibility to treatment with an MBL inhibitor The 
methods of Groups I and III differ with respect to their method steps since Group I will 

re.nPrtTfhl'' '^'P^T^. ^'^'^ "^^^^^^ ^^^^P examined with 

respect to the in vivo method steps associated with methods of administration 

Therefore, Groups l-lll and V are patentably distinct each from the other. 

4. Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
matter, and because a search of the non patent literature of any of these distinct 
inventions would not be co-extensive with a search of the others, an examination and 
search of two or more inventions in a single application would constitute a serious 
undue burden on the Examiner, restriction for examination purposes as indicated is 
p ro |D 6 r . 

. ^'^^"P " °^ "' applicant is further required under 35 U.S.C. 

A)To elect a method for inhibiting LCP associated complement activation 
that encompasses a specific Inhibitor of IVIBL, such as an antibody or a MASP 
binding peptide, as recited in claims 4 and 6, respectively, or as recited in claims 12 and 
To, respectively, 

6. If Group III is elected, the applicant is further required; 

To elect a method or for inhibiting LCP associated complement activation 
that IS associated with a specific disorder, such as one recited in claims 14-15 and 17. 

7. If Group IV is elected, the applicant is further required: 

* u 7° ^ composition comprising a specific inhibitor of IMBL, such as an 
antibody or a MASP binding peptide, as encompassed by claims 22 and 18 
respectively. 

If an antibody is selected, then applicant is further required to elect a 
specific antibody, such as one recited in claims 23, 24 or 25, and if disclosed the 
hybridoma cell line that produces said antibody, such as one recited in claim 30. 31. 

or ' ' 

8. If Group V is elected, the applicant is further required under 35 U S C 121 • 
To elect a method for screening a cell for susceptibility to treatment with a 



% 
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specific inhibitor of MBL, such as an antibody or a MASP binding peptide as 
encompassed by claim 36. 

\- K ,^PP'!^^"* required, in response to this action, to elect a specific species to 
which the claims shall be restricted if no generic claim is finally held to be allowable 
The response must also identify the claims readable on the elected species includina 
any claims subsequently added. An argument that a claim is allowable or that all claims 
are genenc is considered non-responsive unless accompanied by an election. 

10. Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or othenA/ise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1 141 If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

11 . Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 U S C 

§ 103 of the other invention. 



12. The following claim(s) are generic: claims 1.7, 8. 18, 33. and 36-41. for example 

1 3. The species are distinct each from the other for the following reasons- 

a. The recited inhibitors of MBL have different biochemical characteristics 
structure and functions, 

i. the recited antibodies have unique amino acid sequences and bind 
unique epitopes, 

ii. The hybridoma cell lines differ from each other because they each 
secrete a unique antibody product 

b. The recited disorders differ with respect to physical symptoms and etiology. 

14. Applicant is advised that the reply to this requirement to be complete must 
include an election of the invention to be examined even though the requirement be 
traversed (37 CFR 1 .143). 



15. A telephone call to request an oral election was not made due to the complexitv 
of the restriction. ' 



% 
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16. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy DeCloux whose telephone numbeMs (VoTaoe 
5821 . The examiner can normally be reached Monday through Friday from 9 00 am to 

^ ""^""^9! "^^y '^^ °" examiner's voice mail service. If TttemptsTo 
rh.n 1/ ^"""t' unsuccessful, the examiner's supen/fsorchris^ina 
Chan can be reached on (703) 308-3973. Any inquiry of a general nature or reS to 
the status of this application should be directed to the Technology Center 1600 
receptionist whose telephone number is (703) 308-0196. 

Amy DeCloux, Ph.D. 
Patent Examiner, 
March 21, 2001 



MARY BETH T;J^.PH.D 
PATENT e5b<MiNe^ 



